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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1 .114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1 .1 14. Applicant's submission filed on 
12/30/09 has been entered. 

Claim Objections 

2. Claim 17 is objected to because of the following informalities: 

3. Claim 17 uses the following terminology to refer to the same structure: 
"elongated flexible body", "the body", "the elongated body". The applicant is required to 
correct the claims to use a single term in order to keep the language of the claims 
consistent. The applicant is also suggested to check the remaining dependent claims 
for the same issue. Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1 966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claims 17-20 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 5,899,909 to Claren et al. in view of US 2002/0156489 to Gellman et al. 

(claim 17) Claren discloses a device for placing a reinforcing tape in a tissue of 
the human body, comprising an introducer including: an elongated flexible body 314 
extending along a longitudinal axis and having two ends (see Fig. 17) and provided with 
a lumen for receiving a reinforcing tape 26 (see Fig. 14), said ends having pulling 
means comprising semi-rigid needles 21 A,21 B that are integral with the flexible body; 
and a means for cutting the flexible body into two portions (via dot-and-dash line 37). 

Claren is silent with regards to the means for cutting comprising at least one 
aperture provided in the flexible body into the cavity and extending transversally to the 
longitudinal axis, the aperture affecting more than half of the circumference of the walls 
of the cavity, so as to leave only a connecting wall between portions of the flexible body 
delimited by the aperture, the aperture being capable for allowing passage of a cutting 
tool between the tape received in the cavity and the connecting wall. 

However, Gellman discloses that it is known in the art to provide the flexible 
body/sheath with at least one aperture extending transversally to the longitudinal axis 
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(see Fig. 81 for the aperture), the aperture affecting more than half of the circumference 
of the walls of the cavity so as to leave only a connecting wall (defined by sections 1 50A 
and 160A) between portions of the flexible body delimited by the aperture, the aperture 
being capable for allowing passage of a cutting tool between the tape received in the 
cavity and the connecting wall. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the dot-and-dash line of Claren with the structure 
disclosed by Gellman because the means taught by Gellman not only allows the flexible 
body to be separated into two portions, but the bottom sections 150b, 160b also allows a 
surgeon to align the middle portion of the sling against the patient's urethra. 

(claim 18) The aperture disclosed by Gellman is constructed and arranged to 
allow placement of the tape in the cavity. 

(claim 19) The cutting means disclosed by Gellman comprises at least two 
apertures positioned facing each other (see Fig. 81, the envelope has two apertures on 
either side of the top sections 150A and 160A). 

(claim 20) Claren is also silent with regards to the walls having a series of 
perforations for sterilization. However, Gellman discloses in Fig. 3A-3B an elongated 
body having apertures/perforations along its length. The apertures are used to delivery 
drug into the tissues (paragraph [0144]). Therefore, it would have been obvious to one 
of ordinary skill in the art at the time the invention was made to further modify the device 
of Claren to include the apertures as it would allow the device to delivery drugs to the 
tissues. The apertures would also be capable of allowing sterilization of the device. 
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(claim 22) The device of Claren comprises a tape 26 freely positioned inside the 
cavity, and wherein the aperture disclosed by Gellman would allow placement of the 
tape in the cavity (once the bottom sections 150b, 160b are separated). 
7. Claims 23-32 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Claren et al. in view of Gellman et al. ('489) and in further view of US 6,423,080 to 
Gellman etal.('080). 

(claims 23 and 24) The modified device of Claren discloses all the limitations of 
the claims except for the device further comprising a perforator guide or trocar. 

However, Gellman ('080) discloses that is well known in the art to use a 
perforator guide 1410 having a first end 1414 arranged for introduction into the body of 
a patient and an opposite end provided with a handle 1412 (see Figs. 66-79), wherein 
the first portion has an arcuate shape in a plane (see Fig. 66). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the device of Claren to use the perforator guide 
of Gellman ('080) since it would allow the surgeon to remotely install the sling into the 
patient. It also allows provide better control of the deployment of the sling. 

(claim 25) The modified device of Claren in view of Gellman ('080) discloses all 
the limitations of the claims except for the arcuate portion of the perforator guide 
extends over an angular sector larger than 140'. However, it would have been obvious 
to one of ordinary skill in the art at the time the invention was made to arrive at the 
recited angle since it has been held that discovering an optimum value of a result 
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effective variable involves only routine skill in the art. In re Boesch, 617 F.2d 272, 205 
USPQ 215 (CCPA 1980). 

(claims 26-28) The modified device of Claren in view of Gellman ('080) discloses 
all the limitations of the claims except for the arcuate portion of the perforator guide 
extends over an angular sector between 150° and 170"; the arcuate portion of the 
perforator guide has a radius of curvature between 30 and 60 mm for a portion of the 
perforator guide extending between the handle and the first end, wherein the radius of 
curvature is between 40 and 50 mm. However, it would have been obvious one to one 
of ordinary skill in the art to arrive at the recited ranges since it has been held that 
where the general conditions of a claim are disclosed in the prior art, discovering the 
optimum or workable ranges involves only routine skill in the art. In reAller, 220 F.2d 
454, 456, 105 USPQ 233, 235 (CCPA 1955). 

(claims 29-32) The modified device of Claren in view of Gellman ('080) discloses 
all the limitations of the claims except for the perforator guide having a helicoidal shape 
at the first end, wherein the shape is a portion of a helicoidal coil extending over an 
angle between 180" and 360", wherein the shape is a portion of a helicoidal coil 
extending over an angle between 255" and 270", wherein the coil of the perforator 
guide has a radius of curvature between 20 mm and 40 mm with a pitch between 15 
mm and 25 mm. However, it would have been obvious to one of ordinary skill in the art 
at the time the invention was made to modify the shape of Gellman to have a helicoidal 
shape since it has been held that changing the shape of a working part involves only 
routine skill in the art. In re Dailey, 357 F.2d 669, 149 USPQ 47 (CCPA 1966). It also 
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would have been obvious to arrive at the recited ranges since it has been held that 
where the general conditions of a claim are disclosed in the prior art, discovering the 
optimum or workable ranges involves only routine skill in the art. In re Alter, 220 F.2d 
454, 456, 105 USPQ 233, 235 (CCPA 1955). 

8. Claims 33 and 34 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Claren et al. in view of Gellman et al. ('489) and Gellman et al. ('080), and in 
further view of US 2002/0055748 to Gellman et al (748). 

The device of Claren, as mainly modified by Gellman ('080) discloses all the 
limitations of the claims except for the use of a removable tubular sleeve with a 
complementary shape to that of the perforator guide, constructed and arranged for 
engagement onto the perforator guide and to remain in the body of the patient after 
removing the perforator guide, so as to define a tunnel for the passage of pulling means 
of the introducer, wherein the tubular sleeve has a length greater than a useful length of 
the perforator guide and comprises a side aperture for placement of the perforator 
guide, the side aperture being located at a distance from a free end of the sleeve less 
than or equal to the useful length of the perforator guide. 

However, Gellman (748) discloses such a removable tubular sleeve that remains 
in the body of the patient so as to define a tunnel for the passage of the introducer (see 
Fig. 13). Therefore, it would have been obvious to one of ordinary skill in the art to 
further modify the system of Claren to include a removable tubular sleeve as taught by 
the 748 reference since it would allow for an easier deployment of the introducer into 
the cavity of the human body. 
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Response to Arguments 

9. Applicant's arguments with respect to claims 17-20 and 22-34 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571)272- 
4695. The examiner can normally be reached on M-F (8:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Darwin P. Erezo/ 

Primary Examiner, Art Unit 3773 
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